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Amendments to the Claims ! 



This listing of claims will rq)lace all piior versions, and listings, of claims in the 



Listing of Claims ; 

1 . (Currently amended) A sustained release drug delivery device comprising: 

a) a drug core comprising a therapeutically effective amount of at least one 
agent effective in obtaining a diagnostic effect or effective in.obtaining a desired local or 
systemic physiological or phaimacoldgical effect; 

b) a unitary cup essentially impemieable to the passage of said agent that 
suirounds and defines an internal compartment to accept said drug core, said unitary cup 
comprising an open top end with at least one recessed groove around at least some 
portion of said open top eind of said unitary cup wherein said unitary cup further 
compr;ises an inteffral sutm^ tal>; and 

c) a permeable plug which is permeable to the passage of said agent, said 
penneable plug is positioned at said open top end of said unitary cup wherein said groove 
interacts with said permeable plug holding it in position and closing said open top end, 
said permeable plug allowing passage of said ag<^nt out of said drug core, throu^ said 
permeable plug, and out said open top end of said unitary cap, 

2. (Original) The sustained release drug delivery device according to Claim 1, 
wherein said unitary cup is made of polymer or metal. 

3. (Cancelled) 



^ (Currently amended) The sustained release drug delivery device according to 
Claim ^1, wherdn said integral suture tab has a hole through the proximal end through 
which a suture can be placed to anchor the device to a structure. 



o. (Currently amended) The sustained release drug delivery device according to 
Claim wherein said unitary cup is made of silicone. 
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^ p{ (Original) The sustained release dnig delivery device according to Claixn^ ^ 
wh^in said pexmeable plug is made of PVA. 

^ (Original) The sustained release drug delivery device according to Claim 1, 

wherein said unitary cup further comprises a plurality of recessed grooves around at least 
some portion of said open top end of said unitary cup. 

^ yef. (Original) The sustained release drug delivery device according to Claim 1, 
wherein said agent is a low solubility agent. 

<^ (Previously presented) The sustained release drug delivery device according to 

Claim 1 , wherein said agent is selected firom a group consisting of immune response 
modifiers^ neuroprotectants, corticosteroids, angiostatic steriods^ anti-parasitic agents, 
anti-glaucoma agents, anti-biotics, anti-sense compounds, anti-angiogenic compounds, 
differentiation modulators, anti*viral agents, anti-cancer agents, and nonsteroidal anti- 
inflarmnatory agents. 

(OriginaJ) The sustained release drug delivery device according to Claim 1, 
wherein said drug core comprises a plurality of agents. 

y ~|j yC. (Original) The sustained release drug delivery device according to Claim 1 , 

further comprising an impermeable plug with at least one passageway positioned between 
said drug core and said permeable plug. 

[\ (Currently amended) A sustained release drug delivery device comprising: 

a) a drug core comprising at least one agent effective in obtaining a 
diagnostic effect or efiEective in obtaining a desired local or systanic physiological or 
pharmacological effect; 

b) a tmitary cup essentially impermeable to the passage of said agent that 
surrounds and defines an internal compartment to accept said drug core, said unitary cup 
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comprising an open top end and at least one lip around at least a portion of said opm top 
end of said unitary cup wherein said unitary cud fuxther comp rises an integral suture tab: 
and 

c) a penneable plug penneable to the passage of said agent positioned at 
said open top end of said unitary cup wherein said Hp interacts with said permeable plug 
holding it in position and closing said open top end, said pemieable plug allowing 
passage of said agent out of said drug core, through said pomeable plug, and out said 
open cop end of said unitary cup. 

J^. (Original) The sustained release drug delivery device according to Claim>^ 
wherein said lip extends around &e entirety of said open top end of said unitary cup. 

\^ y(A. (Original) The sustained release drug deUvery device according to Claim/1^^ ' ^ 
wherein said unitary cup comprises a plurality of lips at said open top end of said unitary 
cup. 

1 ^ J^' (Original) The sustained release dnjg delivery device according to Claim 
wherein said drug core comprises an effective amount of a low solubility agent. 

\ ^ (PrcYously presented) The sustained release drug delivery device according to 

Claim 1^ wherein said agent is selected ftom a group consisting of immune response 
modifiers, neuroprotectants, corticosteroids, iangiostatic steriods, anti-parasitic agents, 
anti-glaucoma agents, anti-biotics, anti-sense compounds, anti-angiogenic compounds^ 
differentiation modulators, anti-viral agents, anti-cancer agents, and nonsteroidal anti- 
inflammatory agents. 

L ^V7\ (Original) The sustained release drug delivery device according to Claim^^2C^ ' ^ 
whereiil said unitary cup is made of polymer or metal. 

18. (Cancelled) 
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\^ (Currently amended) TTie sustained release drug delivery device accoiding to 

Claim -l^i^^wherein said unitary cup is made of silicone. 
I\ 

\^ (Original) The sustained release drug delivery device according to Claim^, 

wherein said permeable plug is made of PVA. 

^ /2L (Currently amended) The sustained release drug delivery device according to 

Claim v^icrdn said suturc tab has a hole through the proximal md through which a j 
suture can be placed to anchor the device to a structure. 

7^0 M (Original) The sustained release drug delivery device according to Claim \^ ^ 
wherein said drug core comprises a plurality of agents. 

^ \ JL^, (Original) The sustained release drug delivery, device according to Claim 12*, ^ ^ 
further comprising an impermeable plug with at least one passageway positioned between 
said drug core and said permeable plug. 



(Currently amended) A method for providing controlled and sustained 
administration of an agent effective in obtaining a desired local or systemic physiological 
or pharmacological effect comprising inserting in a desired location in the body of a 
mazrmialian organism a sustained release drug delivery device comprising; 

a) a drug core comprising a ther^utically effective amount of at least one 
agent effective in obtaining a diagnostic effect or effective in obtaining a desired local or 
systemic physiological or pharmacological effect; 

b) a unitary cup essentially impermeable to the passage of said agent that 
surrounds and defines an internal compartment to accept said drug core, said unitary cup 
comprising an open top end with at least one recessed groove around at least some 
portion of said open top end of said unitary cu n wherein said unitary cup fiirtl^ 
comprises an integral suture tab: and 

c) a permeable plug which is permeable to the passage of said agent 
positioned at said open top end of said unitary cup wherein said groove interacts with 



5 

PA(£S10'RCVDAT12f19120035:02MSPMIEasteinStanib^ 



DEC-19-2003 17: 17 B&L LEGflL DEPT. 585 338 8706 P. 06/10 



said permeable plug holding it in position and closing said open top end, said permeable 
plug allowing passage of said agent out of said drug core, thzougfa said p^meable plug, 
and out said open top end of said unitary cup. 

yZ!5. (Original) The method according to Qaim^, wherein said inserting step 
comprises inserting said sustained release drug device in a location selected from a group 
consisting of the vitreous of the eye, under the retina, and onto the sclera. 

1^. (Original) the me&od according to Claim j24, wherein said drug core comprises 
a plurality of agents. 

. (Original) The method according to Claini24', wherein said inserting step 
comprises injecting said sustained release drug dehvery device at the desired location. 

y (Currently amended) A method for providing controlled and sustained 
administration of an agent effective in obtainiiig a desired local or systemic physiological 
or phannacological effect comprising inserting at a desired location in the body of a 
mammalian organism a sustained release drug delivery device comprising 

a) a dmg core comprising at least one agent effective in obtaining a 
diagnostic effect or effective in obtaining a desired local or systemic physiological or 
phannacologica] effect; 

b) a unitary cup essentially impenneable to the passage of said agent diat 
surrounds and defines an internal compartment to accept said drug core» said unitary cup 
comprising an open top end and at least one lip around at least a portion of said open top 
end of said unitary cud wherein said unitary cup further comprises an integral smure tab : 
and 

c) a permeable plug permeable to the passage of said agent positioned at said 
open top end of said unitary cup wherein said lip interacts with said permeable plug 
holding it in position and closing said open top end, said permeable plug allowing 
passage of said agent out of said drug core» through said permeable plug, and out said 
opra top end of said unitary cup. 
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4^3-, 2^. (Original) The mettiod according to Qaim 7^^ \rfierein said inserting step 

comprises inserting said sustained release drug delivety device m a location selected fiom 
a group consisting of the vitreous of the eye, under the retiixa, and onto the sclera. 

J^A. (Origina]) The method according to Claim,2^!^herein said drug core contains a 
plurality of said agents. 

(Original) The method according to Claim^s, wherein said inserting step 
comprises injecting said sustained release drug delivery device at die desired location. 

y^- (Currently amended) A method of manu&cturing a sustained release drug 
delivery device comprising: 

a) manufacturing a drug core co^^>rising at least one agent effective in 
obtaining a diagnostic effect or effective in obtaining a desired local or systemic 
physiological or pharmacological effect; 

b) providing a unitary cup essentially impermeable to the passage of said 
agent that surrounds and defines an internal compartment to accept said drug core» said 
unitary cup comprising an open top end with at least one recessed groove around at least 
some portion of said open top end of said unitary cu p M^erein said unitary cuo further 
comprises an integral suture tab : 

c) inserting said drug core into said unitary cup; and 

d) filling a material which is permeable to the passage of said agent into said 
open top end of said unitary cup, allowing said material to solidify therd^y forming a 
permeable plug positioned at said open top end of said unitary cup wherein said groove 
interacts with said permeable plug holding it in position and closing said open top end^ 
said permeable plug allowing passage of said agent out of said dmg core, through said 
permeable plug, and out said open top end of said unitary cup. 



^ j (Original) The method ofmanufacturing a sustained release drug delivery device 

^wh 



according to Claim ^wherein said drug core is manufactoied as a solid dose foim. 
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^2^. yi. (Original) The method of inanufacturing a sustained rel^^ 

according to Claim 11, wherem said drug core is manufactured as a solid dispersion. 

^2^2^ (Original) The method of manufacturing a sustained release dmg delivery device 

according to Claim ^^^^nprising the fttrther step of curing the assembled sustained 
release drug delivery device. 

''^^ yi^. (Currently amended) A method of manufacturing a sustained release drug 
delivery device comprising: 

a) manufacturing a drug core comprising at least one agent effective in 
obtaining a diagnostic effect or effective in obtaining a desired local or systemic 
physiological or pharmacological effect; 

b) providing a unitary cup essentially impermeable to Ae passage of said 
agent that surroimds and defines an internal compartment to accept said drug core, said 
unitary cup comprising an open top end with at least one lip extending around at least a 
portion of the said open top end of said unitary cu p wherein said unitary cun further - 
comprises an integral suture tab: 

c) inserting said drug core into said unitary cup; and 

d) filling a material which is permeable to the passage of said agent into said 
open top end of said unitary cup, allowing said material to solidify thercby forming a 
permeable plug positioned at said open top end of said unitary cup wherein said lip 
interacts with said permeable plug holding it in position and closing said open top end, 
said permeable plug allowing passage of said agent out of said drug core, through said 
permeable plug^ and out said open top end of said unitary cup. 

^ (Original) The method of manufacturing a sustained release drug delivery device 

according to Claim 3o, wherein said drug core is manufactured as a solid dose form. 

2^ ^ (Original) The method of manufacturing a sustained release dmg delivery device 

according to Claim wherein said drug core is manxi&ctured as a solid dispersion. 
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"^J^ J^, (Original) The TOe|hc)dofmanufectiiring a sustained rdeasc to 

according to Claini^, comprising the further step of curing the assembled sustained 
release dmg delivery device. 
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